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In the United States Patent and Trademark Office 

In Re Application of: 

Leland F. WILSON et al. Confirmation No.: 9897 

Serial No.: 09/929,818 Group Art Unit: 1654 

Filing Date: August 13, 2001 Examiner: Billy D. CHISM 

Title: Treatment of Female Sexual Dysfunction with Vasoactive Agents, Particularly 
Vasoactive Intestinal Polypeptide and Agonists Thereof 

Response to Restriction Requirement 

Commissioner for Patents 
P.O. Box 1450 
Alexandria, VA 22313-1450 

Sir: 

This communication responds to the Restriction Requirement, mailed December 3, 2003, for this 
matter. In addition, applicants hereby request a one-month extension of time to respond, extending the 
due date to February 3, 2004. A check to cover the required extension fee is enclosed. The Examiner is 
requiring restriction of the application to one sequence from the following two sets: 

Set I: inventions 1-204, claims 1-28, drawn to a method of treating female sexual disorders 
comprising administering any one of SEQ ID NOs: 2-205; and 

Set II: inventions 205-408, claims 29-40, drawn to polypeptide compositions comprising any one 
of amino acid sequences of SEQ ID NOs: 2-205. 

In the response, applicants elect SEQ ID NO: 2 from Set I for examination. This election is made 
with traverse. 

In the Office Action, the Examiner provides that if it can be demonstrated that a single 
subsequence within a specific sequence can be searched, then the subsequence may be searched and all 
sequences including the subsequence may be searched. 

01/27/2004 SDENBOBi 00000094 09929818 

01 FC:2251 55.00 OP 
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Applicants acknowledge the Examiner's request with respect to the VIP agonists as claimed but 
traverse the Examiner's restriction on the grounds that it does not include the endogenous VIP of SEQ ID 
NO: 1. On this matter, applicants note that independent claim 1 of the present invention claims the 
following: 

1 . A method for treating sexual dysfunction in a female 
individual, comprising administering to the vagina and/or 
vulvar region of the individual a pharmaceutical 
formulation that comprises a therapeutically effective 
amount of a vasoactive agent selected from the group 
consisting of vasoactive intestinal polypeptide and 
agonists thereof 

At page 14 of the specification, the amino acid sequence for endogenous human vasoactive intestinal 
polypeptide ("VIP") is provided as follows: 

H-S-D-A-V-F-T-D-N-Y-T-R-L-R-K-Q-M-A-V-K-K-Y-L-N-S-I-L-N (SEQ. ID NO. 1) 
1 5 10 15 20 25 29 

At page 13 of the specification, it is explained that analogs of VIP, also called VIP agonists, are VIP 
sequences wherein one or more of the amino acids has been substituted. For example, for a VIP agonist 

12 17 

sequence such as SEQ. ID NO. 2, [Lys , Nle ]-VIP represents the endogenous VIP sequence with Lys 
replacing threonine (T) at position 12 and norleucine replacing glutamine (Q) at position 17. 

Referring back to claim 1, it is noted that the claim recites a Markush group consisting of 
endogenous VIP or VIP agonists, with the latter encompassing SEQ ID NOs. 2-205. 

In the Restriction Requirement, the Examiner does not permit applicant to choose between 
endogenous VIP and VIP analogs for practicing the claimed invention; rather, the Examiner only requires 
applicant to choose one VIP analog among the 204 identified sequences. Applicants submit that because 
the endogenous VIP and VIP agonists of the claimed invention represent a Markush group, a proper 
restriction would require election of one invention from an additional set directed to the methods and 
compositions of the claimed invention including only SEQ ID NO: 1, i.e., endogenous VIP. 

Were the Examiner to adopt such a restriction requirement, applicants would choose to pursue 
prosecution of the claimed method and compositions of claims 1-40 for endogenous VIP and not one of 
the 204 recited VIP agonists. On this matter, applicants submit that with the election of endogenous VIP, 
there would be no undue burden placed on the Examiner to examine both the method and composition 
claims for this application. Notwithstanding the foregoing, upon election of endogenous VIP, should the 
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Examiner deem that further restriction between the method and composition claims is necessary, 
applicants elect method claims 1-28. 

In light of the foregoing, applicants respectfully request that the Examiner change the Restriction 
Requirement so that it requires applicants to elect between: 

Set I: claims 1-28, drawn to methods for treating female sexual disorders comprising 
administering a VIP agonist from any one of SEQ ID NOs: 2-205. 

Set II: claims 29-40, drawn to polypeptide compositions comprising a VIP agonist having an 
amino acid sequence from any one of SEQ ID NOs: 2-205. 

Set HI: claims 1-40, drawn to methods and polypeptide compositions for treating female sexual 
disorders comprising endogenous VIP (SEQ ID NO: 1). 

In response, applicants elect Set III, claims 1-40, SEQ. ID NO: 1 . Should the Examiner require 
further restriction of the claims of Set III so that applicant is required to choose between method claims 1- 
28 and compositions claims 29-40, applicants elect method claims 1-28. 

As an additional matter concerning the election of SEQ ID NO: 2, applicants further suggest to 
the Examiner that both SEQ ID NO: 2 and SEQ ID NO: 3 should be examined together as no additional 
burden would be placed on the Examiner by including SEQ ID NO: 3 in the search of SEQ ID NO: 2. 
Directing the Examiner's attention to page 13 of the specification, lines 11-13, it is explained therein, that 
the only difference between SEQ ID NO: 2 and SEQ ID NO: 3 is that SEQ ID NO: 3 is that the hydrogen 
at the N-terminus of the sequence of SEQ ID NO: 2 is replaced with an acetyl group. Aside from that, the 
sequence of SEQ ID NO: 2 and the sequence of SEQ ID NO: 3 are identical. Accordingly, when 
examining SEQ ID NO: 2 and SEQ ID NO: 3, the same amino acid sequence would be searched; the only 
difference between the full-length sequence of SEQ ID NO: 2 and SEQ ID NO: 3 would be whether there 
is a hydrogen or an acetyl group at the N-terminus. Applicants submit that such a difference is not 
sufficient to make SEQ ID NO: 2 and SEQ ID NO: 3 patentably distinct. 

With this election, applicants reserve the right to pursue all non-elected subject matter in one or 
more divisional applications. 

In closing, applicants respectfully request that the Examiner consider the revised restriction of 
this application as set forth herein. Should the Examiner refuse to adopt applicants suggested restriction, 
applicants submit that this response is nonetheless responsive to the Restriction Requirement under reply 
and consequently, upon entry of this response, prosecution on the merits of this application should be 
initiated. 
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If the Examiner has any questions concerning this communication, he is encouraged to contact 
the undersigned attorney at (650) 330-4913 or at canaan@reedpatent.com. 



REED & EBERLE LLP 
800 Menlo Avenue, Suite 210 
Menlo Park, California 94025 
(650) 330-0900 Telephone 
(650) 330-0980 Facsimile 
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Respectfully submitted, 




.arin Canaan 
Wistration No. 42,382 



